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Tacktic (EPA Reg. No. 54382-3) convert to unregistered TGAT source
Jim Barron

to:

Autumn Metzger

05/16/2012 11:54 AM

Cc:

John Hebert, "Sheehy, Patricia"

Hide Details

From: Jim Barron <jbarron@exponent.com>

To: Autumn Metzger/DC/USEPA/US@EPA

Cec: John Hebert/DC/USEPA/US@EPA, "Sheehy, Patricia" <patricia.shechy@merck.com>

pdake. cloout dovra. Lo
U(\,.ﬂ(/(@IS\L/WOX [NeVAY'S

History: This message has been replied to.
1 Attachment
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Dear Autumn,
As a follow up to our recent teleconference, I am writing to you on behalf of Trish Sheehy of Intervet.

As you know, Intervet/Merck is in the process of supporting the use of amitraz TGAI made by [N
), to make Taktic insecticide in the US. The Hource is not itself currently registered in its
own right at EPA.

Trish has retained Exponent to prepare the registration amendment for Taktik insecticide which wil ajllow
the use of the unregistered TGAIl source to formuiate this end use product. Intervet/Merck does not at
this time plan to register an Amitraz Technical (TGAI) product in the US and wishes to continue to source
amitraz TGAIl fro

Below is found the schedule provided by Trish for the remaining studies required to submit the Tactik
registration amendment supporting the i} TGAI source.

Most of the base product chemistry reports are expected by Trish June 30, 2012, Once those reports,
especially the 5-batch report, and other production data are made available by i}, the Series A
(Product I{dentity and Composition} report can be written, and the amendment assembled and prepared
for submission.
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Page 2 of 3

Assuming there are no unanticipated delays in obtaining required information, a realistic timeframe for
the complete amendment to be submitted to EPA is August 15, 2012,

SUMMARY OF AMITRAZ (Product Chemistry) STUDIES TO BE SUBMITTED TO EPA

OPPTS Guideline EPA Required Data Report Date Comments

Number

830-1550 Product identity and composition Narrative provide by Exponent

830-1600 Description of materials used Narrative provide by Exponent

830-1620 Description of production process Narrative provide by Exponent

830-1650 Description of formulation process Narrative provide by Exponent

830-1670 Description of formation of impurities Narrative provide by Exponent

830-1700 Report for EUP has been

Preliminary (5 batch analysis) 30Jun2012 cpmpletcd to be_submitted with

ai product chemistry as
supplemental information

830-1750 Certified limits From batch analysis; reported
in CSF

830-1800 Enforcement Analytical Method 30Jun2012 | Active ingredient only

830-6302 Color 30Jun2012

830-6303 Physical State 30Jun2012

830-6304 Odor 30Jun2012

830-7200 Melting Point 30Jun2012

830-7300 Density, bulk density, or specific gravity 30Jun2012

830-7840 Solubility 30Jun2012

830-7950 Vapoer Pressure 30Jun2012

830-7370 Dissociation Constant 30Jun2012

830-7330 Octanol/water partition coefficient 30Jun2012

830-7000 pH 30Jun2012

830-6313 Stability 30un2012

830-6317 Storage Stability June, 2013 I-year stability combined with
corrosion characteristics

830-6320 Corrosion characteristics June, 2073 Combined with 830-6320

Piease let us know if you have any questions.

Jim Barron, Ph. D.
Managing Regulatory Consultant

EXponent®, Inc.
1000 Centre Green Way Suite 200
Cary, NC 27513

Office Telephone (919) 228-647%
Mobile Telephone {919) 534-6018
Facsimile {919) 228-6501

Email Address jbarron@exponent.com

CONFIDENTIALITY NOTICE: This electronic transmission (including any files attached hereto)} may
contain information that is privileged, confidential and protected from disclosure. The information is
intended only for the use of the individual or entity named above and is subject to any confidentiality
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Patricia (Trish) A. Sheehy, MS Intervet Inc

Marnager ) {d/b/a Merck Animal Health)
Regulatory Affairs 556 Morris Avenue, S5-2145A
Summit, NJ 07901
USA

T 908-473.3551
F 908-473-5560
merck-animal-kealth.com

Decamberz, 201 €% MERCK

Document Processing Desk (COADR) Animal Health

Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
Ariel Rios Building

1260 Pennsylvania Avenue, N.W.
Washington, D.C. 20460

RE: Intervet Inc (d/b/a Mearck Animal Heakth)
Letter of Authorization

Intervet Inc (d/b/a Merck Animal Health) has an agreement with EXPONENT, INC. to provide regulatory
assistance regarding amitraz TGAI reregistration support. With this letter we confirm EXPONENT INC.
as an authorized agent in all matters concerning the regulatory support activities of amitraz techneial with
the Agency. This letter constifutes authorization for the Office of Pesticide Programs to discuss the status
of amitraz technical and supporting data with representatives of EXPONENT INC., including disclosure of
trade secret information, and acknowledges that official correspondence from the Office of Pesticide
Programs can be directed to the agent. The full name and mailing address of the agent is as follows:

James Barron, Ph.D
Managing Regulatory Consultant
EXPONENT, INC.
1800 Diagonal Road
Alexandria, VA 22314
Tel, (919) 228-6479
e-mail: jbarron@exponent.com

If there are any questions or comments please contact me at 908-473-3551 or patricia.sheehy@merck.com.

atricia (Trish) A. Sheehy
Manager, Regulatory Affairs



*Product ingredient source information may be entitled to confidential treatment*

Re: EPA Reg No 54382-3, Amitraz supply source for TAKTIC, Product
Chemistry and 5-batch analysis i

Autumn Metzger to: Sheehy, Patricia 12/07/20t1 10:07 AM
Ce: John Hebert, Meredith Laws, James Parker

From: Autumn Metzger/DC/USEPA/US
To: "Sheehy, Patricia” <patricia.sheehy@merck.com>
Ce: John Heber/DC/USEPA/US@EPA, Meredith Laws/DC/USEPA/USEEPA, James

Parker/DC/USEPA/US@EPA

Trish,

The product chemistry guidelines are very straight forward and must be followed for the new source to be
accepted. If you have any guestions on our guidelines Exponent should be able to help you, Considering
that this was brought to your attention exacily a year ago by Julie Chao (in December 2010 via email) and
that | followed up numerous times with you in the spring/summer, | do not understand why this has not
been completed already and that another full year is being proposed,

The deadline to have this product chemistry submitted is April 2012. If the Agency does not have a revised
CSF with any required product chemistry data associated with it (as already explained in previous emails)
by April, we will turn the case over to enforcement. If your company sells/manufactures or distributes any
product before a revised CSF is accepted you will be violating FIFRA and subject to enforcement action.

In additicn, | have yet to receive an authorization letter from your company appointing Jim Barron of
Exponent as your consultant and cannot talk further with him until | do.

Autumn Metzger

Biclogist

.S, Environmental Protection Agency
Insecticide-Rodenticide Branch
Registration Division {7505P)

1200 Pennsylvania Ave. NW
Washington, DC 20460

Tel: 703 305-5314
Fax: 703 308-5433
Email: metzger.autumn@epa.gov

"Sheehy, Patricia” Autumn 12/02/20t1 02:23:28 PM
From: "Sheehy, Patricia" <patricia.sheehy@merck.com>
To: Autumn Metzger/DC/USEPA/US@EPA
Date: 12102/2011 02:23 PM
Subject: EPA Reg No 54382-3, Amitraz supply source for TAKTIC, Product Chemistry and 5-batch analysis
Autumn

Time moves quicker than we anticipate but | have been working with the team here regarding our TAKTIC
end-use registration and identifying the data needed to ensure that the Agency has the technical
information on the ai made at [ lJ- Product Chemistry and 5-batch analysis on the technical {the
5-batch analysis on the end-use product is complete). As mentioned to you back in April we stopped
preduction/distribution of our TAKTIC in the US. There is no product in our warehguse or in distribution
and we will not initiate any new production until we have completed the work identified above, submitied



under PRIA and EPA has reviewed the data. The 5-batch analysis on the end-use product wiil be
submitted with the rest of the data as one package.

| understand Jim Barron from Exponent has been in contact with you. We have an agreement in place to
work with Jim to assist us in this effort. { will send you separately a letter that authorizes him to speak to
you on our behalf. Virbac is also an interested party but we, Intervet, are committed to doing the required
studies.

That being said we have worked out a draft proposal/plan as per the attached. This proposed plan
assumes that the Agency allow us to use the method in the 2010 British Pharmacopia and that we wili not
be required to do any further validation work. If this is acceptabie and we get the work started immediately
expediting the 5-batch analysis on the technical we are targeting an April, 2012 submission. Otherwise
additional method validation work would push the completion the this study io the end of 3Q/4Q12,

Please advise if this proposal would be acceptable. We have 2 labs lined up and would like o ensure that
the work can get started ASAP if possible. { will be in the office until Dec 19th. Intervet will be closed
between Dec 23rd and January 2nd for company shut down and holidays. L.ooking forward to hearing
back from you at your garliest convenience.

With kind regards/Mit freundlichen GruRen/Cordialement

Trish

Patricia {Trish) A. Sheehy, M.S.
Regulatory Affairs

T: (908) 473-3551

F: (908) 473-5560

e-maif  patricia.sheehy@merck.com

Notice: This e-mail message, togethexr with any attachments,
contains

information of Merck & Co., Inc. {One Merxck Drive, Whitehouse
Station,

New Jexsey, USA 08889), and/or its affiliates Direct contact
information

for affiliates is available at
http://www.merck.com/contact/contacts.html) that may be
confidential,

proprietary copyrighted and/or legally privileged. It is intended
solely

for the use of the individual or entity named on this message. If
you are

not the intended recipient, and have received this message in
error,

please notify us immediately by reply e-mail and then delete it
from

your sys tem., Draft Work Plan for TGAI 12-1-2011.docx



RE: tacktic supply

Sheehy, Patricia to: Autumn Metzger 10/05/2011 12:23 PM
From: "Sheehy, Patricia" <patricia.sheehy@merck.com>
To: Autumn Metzger/DC/USERPAUS@EPA

Thank you. That is confirms what I told the team but it helps to have it
directly from you. No shipments will take place until we have confirmed our
plans and worked through the issues with you.

With kind regards/Mit freundlichen CGriRen/Cordialement
Trish

Patricia (Trish) A. Sheehy, M.S.

Regulatory Affairs

T: {208) 473-3551
F: {208) 473-5560
e-mail; patricia.sheehy@merck.com

----- Original Message-----

From: Metzger.Autumn@epamail.epa.gov {mallto:Metzger.Autumn@epamail.epa.gov]
Sent: Wednesday, Cctobexr 05, 2011 10:33 AM

To: Sheehy, Patricia

Subject: RE: tacktic supply

The CSF you sent 4/14/11 was not accepted. If that is the current source of
what is in supply you are not in compliance and cannot ship.

Autumn Metzger

Biologist

U.S. Environmental Protection Agency
Insecticide-Rodenticide Branch
Registration Division (7505F)

1200 Pennsylvania Ave. NW
Washington, DC 20460

Tel: 703 305-5314
Fax: 703 308-5433
Emall: metzger.autumn@epa.gov

From: “Sheehy, Patricia" <patricia.sheehy@merck.com:
To: autumn Metzger/DC/USEPA/US@REPA

Date: 10/05/2011 10:15 AM

Subject: RE: tacktic supply

Thanks Autumn

We have the source identified in the CSF (zent to you 4/14/2011) and updated
version was also provided to the states. The shipping documents are also
updated.

I have spoken to Exponent - John Barron. I am finalizing our agreement to



work with Virbac through Exponent with our upper management this week. After
which I would talk to you abkout meeting with John about moving forward with
our proposed plan.

With kind regards/Mit freundlichen Griifen/Cordialement Trish Patricia {Trish)
&, Sheehy, M.S.
Regulatory Affairs

T: {908) 473-3551
F: {908) 473-5560
e-mail: patricia.sheehy@merck.com

----- Original Message-----

From: Metzger, Autumn@epamall.epa.gov |
mailto:Metzger. Autumn@epamail.epa.gov]
Sent: Thursday, September 29, 2011 03:57 PM
To: Sheehy, Patricia

Subject: tacktic supply

Hi,

To answer your question about shipping your current product to Puerto Rico,
the answer I gathered is:

Your CSF must match the product. So you would have to verify if that source is
the one in that product.

Autumn Metzgexr

Biologist

U.8. Environmental Protection Agency
Insecticide-Rodenticide Branch
Registration Division (7505P)

1200 Pennsylvania Ave, NW
Washington, DC 20460

Tel: 703 305-5314
Fax: 703 308-5433
Email: metzger.autumn@epa.gov

Notice: This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. (One Merck Drive, Whitehouse Station, New
Jersey, USA 08889), and/or its affiliates DPirect contact information for
affiliates is available at

http://www.merck.com/contact/contacts.html) that may be confidential,
proprietary copyrighted and/or legally privileged. It is intended solely for
the use of the individual or entity named on this message. If you are not the
intended recipient, and have recelved this message in error, please notify us
immediately by reply e-mail and then delete it from your system.

Notice: This e-maill message, together with any attachments, contains
information of Merck & Co., Inc. (One Merck Drive, Whitehouse Station,
New Jersey, USA 08889), and/or its affiliates Direct contact information
for affiliates is available at
http://www.merck.com/contact/contacts. html) that may be confidential,
proprietary copyrighted and/or legally privileged. It is intended =zolely



RE: UPDATE TAKTIC 5-Batch Analysis Update

Sheehy, Patricia to: Autumn Metzger, Julie Chao 08/02/2041 09:19 AM
From: "Sheehy, Patricia" <patricia.sheehy@merck.com>
To: Autumn Metzger/DC/USEPA/US@ERA, Julie Chac/DCUSEPA/US@ERPA

Autumn

You are correct I have to go back to our site in the EU and find out. They may
have run the 5-Batch analysis on the EUP and ail and just sent the final
formulation preliminary report,

With kind regards/Mit freundlichen Griufen/Cordialement
Trish

Patricia (Trish} A. Sheshy, M.5.

Regulatory Affairs

T: {908) 473-3551
F: {908) 473-5560
e-mail: patricia.sheehy@merck. com

----- Original Message-----

From: aAutumn Metzger [mallto:Metzger. Autumn@epamail.epa.gov]
Sent: Wednesday, July 27, 2011 11:19 AM

To: Julie Chao

Cc: Sheehy, Patricia

Subject: Re: UPDATE TAKTIC 5-Batch Analysis Update

Hi Trish,

T am locking at the numbers and I see a lot of 12%...Just to verify, this
5-batch analysis {as part of the entire product chemistry) is supposed to be
on the un-registered technical source. Am I reading those numbers right?

Autumn Metzger

Biologist

U.8. Environmental Protection Agency
Insecticide-Rodenticide Branch
Registration Division (7505P)

1200 Pennsgylvania Ave. NW
Washington, DC 20460

Tel: 703 305-5314
Fax: 703 308-5433
Email: metzger.autumn@epa.gov

From: Julie Chao/DC/USEPA/US

To: *Sheehy, Patricia" <patricia.sheehy@merck.com:>
co: Autumn Metzger/DC/USEDPA/US@ERA

Date: 07/27/2011 10:51 aAM

Subject: Re: UPDATE TAKTIC 5-Batch Analysis Update

Great...thanks for the update, Trish. I do recall this issue. Either Autumn
or I will handle the submission.



Thanks!
Julie

. SRS
Julie Chao

703.308.8735 {phone)
703.305.6920 {fax)
htep://www.epa.gov/pesticides

From: "Sheehy, Patricia" <patricia.sheehy@merck.com>
TO: : Julie Chao/DC/USEPA/US@EPA

Date: 07/27/2011 10:48 AM

Subject: UPDATE TAKTIC 5-Batch Analysis Update
Julie:

Just to keep yvou updated on our progress with the S5-batch analysis of amitraz
in the Taktic samples please find below the preliminary results.

Draft report will be available by end of next week.
Right now we are targeting the Week of August 8th for submission.
With kind regards/Mit freundlichen Grifen/Cordialement Trish Patricia (Trish)

2. Sheehy, M.S.
Regulatoxy Affairs

T: {908} 473-3551
F: {908) 473-5560
e-mail: patricia.sheehy@merck.com

From: Ruan, Sumeil

Sent: Tuesday, July 26, 2011 05:40 PM

To: Sheehy, Patricia

Subject: FW: Status of PSL study# 32690 (Taktic Preliminary Analysis)

Hi Trish,

PSL has completed testing the Taktic samples. Below please find the
preliminary results. BDraft report will be availlable by end of next week,
We should be good on the 8/11 timeline for the final report.

Best regard,
Sumei

From: David Knox [maillto:DavidKnox@productsafetylabs.comn)

Sent: Tuesday, July 26, 2011 4:11 PM

To: Ruan, Sumel , Sheehy, Patricia

Ce: Carolyn Bowers

Subject: Status of PSL study# 32690 (Taktic Preliminary Analysis)



Hello Sumei,
Pleage see the attached assay results for the following study.

110701-5H / Lot# 00501B - 12.18% Amitraz 110701-6H / Lot# 00601B - 12.17%
Amitraz 110701-7H / Lot# 00804B - 12.38% Amitraz 110701-8H / Iot# 10206B -
12.27% dmitrag 110701-9H / Lot# 10502B - 12.31% Amitraz

I spoke with report writers and you should be receiving a report sometime next
week. Please feel free to contact me if you have any additional guestions.

Best regards,

David E. Knox III, MS

Study Director

Product Safety ILabs {(www.ProductSafetylabs.com)
2394 Highway 130 Suite E

Dayton NJ, 08810

732-438-5100 ext 282

Fax# 732-355-3275
DavidKnox@productsafetylabs.com

The information transmitted is intended only for the person or entity to which
it is addressed and may contain confidential and/or privileged material. aAny
review, retransmission, dissemination or other use of, or taking of any action
in reliance upon this information by perscns or entities other than the
intended recipient is prohibited. If you receive this in error, please contact
the sender and delete the material from any computer. Email transmission
cannot be guaranteed to be secure or error free as information could be
intercepted, corrupted, lost, destroyed, arrive late or incomplete. The sender
therefore is in no way liable for any errors or omissions in the content of
this message which may arise as a result of email transmission., IE
verification is reguired, please reguest a hard copy. We take reasonable
precautions to ensure our emails are free from wviruses. You need, however, to
verify that this email and any attachments are free of viruses, as we can take
no responsibkbility for any computer viruses, which might be transferred by way
of this email. We may menitor all email communication through our networks. If
you contact us by emall, we may store your name and address to facllitate
communication.

Notice: This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. (One Merck Drive, Whitehouse Station, New
Jersey, USA 08889), and/or its affiliates Direct contact information for
affiliates is availlable at

http: //www.merck.com/contact/contacts.html) that may be confidential,
proprietary copyrighted and/or legally privileged. It is intended solely for
the use of the individual or entity named on this message. If you are not the
intended recipient, and have received this message in error, please notify us
immediately by reply e-mall and then delete it from your system.

Notice: This e-mail message, together with any attachments, contains
information of WMerck & Co., Inc. {(One Merck Drive, Whitehouse Station,

New Jersey, USA 08889), and/or its affiliates Direct contact information

for affiliates is available at

http: //www.merck. com/contact/contacts. html) that may be confidential,
proprietary copyrighted and/or legally privileged. It is intended solely

for the use of the individual or entity named on this message. If vou are
not the intended recipient, and have received this message in error,

please notify us lmmediately by reply e-mail and then delete it from
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denying amendment for revised CSF for 54382-3
t
Autumn Metzger o patricia.sheehy 06/29/2011 04:35 PM

Cc: Rosanna Louie-Juzwiak

Hey Trish,

sioh

For your submitted CSF amendment, we are able to go ahead andidény your.current CS
{revising the alternate source) based on lack of data. This said, we are still expecting this being
re-submitted through PRIA with the Product chemistry data on the technical source, which includes the
S-batch analysis. Upon review, we may also reguest the 5-batch on the end-use.

In addition, please submit with that on company letter head the formal fetter requested explaining why
intervet did not tell the agency about the change in their source.

thanks,

Autumn Metzger

Biologist

U.8. Environmental Protection Agency
Insecticide-Rodenticide Branch
Registration Division (7505P)

1200 Pennsylvania Ave. NW
Washingten, DC 20460

Tel: 703 305-5314

Fax: 703 308-5433
Email: metzger.autumn@epa.gov

11
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TRANSMITTAL DOCUMENT
1. NAME AND ADDRESS OF SUBMITTER

Intervet Inc.
556 Morris Avenue, 55-2145A
Roseland, New Jersey 07068

2. REGULATORY ACTION IN SUPPORT OF WHICH THIS PACKAGE IS SUBMITTED

Notification — C8F - Change in Active Ingredient Source
Non-Food, Indoor Use

Product name; TAKTIC Emulsifiable Concentrate Miticide/Insecticide,
EPA File Symbol: 54382-3

Vg ot
3. TRANSMITTAL DATE March 28 2011 Resevt kprt 5

4, LIST OF SUBMITTED DOCUMENTS {3 copies of each volume)

VOLUME 1 Transmittal document,
1 copy of the cover letter,
1 copy of EPA Appiication Form 8570-1,
1 copy of EPA Form 8570-34 Certification with Respect to Citation of Data
2 copies the basic C8F's.

5. COMPANY NAME:: intervet Inc.
556 Morris Avenue, 55-2145A
Roseland, New Jersey 07068

6. CONMPANY OFFICIAL: Patricia A, Sheehy
Manager, Regulatory Affairs

7. SIGNATURE /Zﬁbj//l/% ()

8. PHONE 808-473-3551

12



*Product ingredient source information may be entitled to confidential treatment*

Intervet inc
Sl ’g te%et h Animal Health §56 Morris Avenue, 55-2145A
chiering-Flougn Animai Hea Summit, NJ 07091
Fhane: 808-473-3551
Fax: B08-474-5560
www.merck.com

Ragulatory Affairs

Patricia A. Sheehy, M.S.
Manager, Repulatory Alfairs

March 28, 2011

Document Processing Desk (NOTIF)
Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Room $-4800, Cne Potomac Yard
Arlington, VA 22202-4501

Attention: John Hebert (PM #7)
RE: Notification of Change in Source of Supply of Active Ingredient

Intervet Inc, 556 Morris Avenue, Summit, NJ 07801 is submitting the enclosed nofification pursuant to PR
Notice 98-10 changing the supply for the active ingredient amitraz in the EPA registered product listed
below:

TAKTIC Emulsifiable Concentrate Miticide/insecticide, EPA Reg. No. 54382-3

As per the January 19, 2011 e-mail from Julie Chao Intervet Inc can revise our CSF to list

as an unregistered source. We are using the cite all option for required data. EPA Form # 8570-34
"Certification with Respect to Citation of Data” is enclosed identifying our use of the cite-all support and
general offer to pay. e

"This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40 CFR
152,46, and no other changes have been made to the labeling or the confidential statement of formula of
this product, | understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully mzke any false
statement to EPA. | further understand that if this notification is not consistent with the terms of PR
Notice 98-10 and 40 CFR 152.46, this product may be in violation of FIFRA and |

may be subject to enforcement action and penalties under sections 12 and 14 of FIFRA.”

Please find enclosed in triplicate: a transmittal document, one copy of the cover letter, one copy of EPA

Application Form 8570-1, one copy of EPA Form 8570-34 Certification with Respect to Citation of Data
and two copies the basic C5F's,

If you have any questions regarding this submission, please contact me by telephone at 908-473-
3551 or via e-mail at patricia.sheehy@sp.intervet.com.

Sincerely,

diritia A. Shee S.
Manager, Regulatory Affairs

13



*Product ingredient source information may be entitled to confidential treatment*

Plnaza road instructions on reverse before completing form, Form Anoreved. OME No. 2070-0080

e Unitad Statas Registration OPP ldantifiar Numbar
wEPA Environmental Protection Agency X | Amendment
Washington, DC 20480 Other
Application for Pesticide - Section |
1. Compeny/Product Number 2. EPA Product Manager 3. Proposod Classification
54382-3 john Herbert
DNonn D Rastricted

4. Compeny/Product {Namas} PM#

Intervet inc 07
5. Name and Addrass of Applicant finciuds 2iP Cods) 6. Expedited Review. in accordance with FIFRA Section 3{c)(3}

556 Morris Avenue, S5-2145A izl:{il. my produet is similar or identical in compasition and tabeling

Sumimit NJ 07901 EPA Reg. No.

D Chack ¥ this iz a new address Product Name

Section - li

D Ameondmont - Expisin below, Final printad iabals in responss to
Agnncy jotter dated

D Resubmlaeion in response te Agency letter deted D "Mea Too" Appiication.

D Notification - Explain balow. Other - Expiain below.

Explanation: Use odditional pagsist if nacessary, {For section | end Ssction I}

Revised CSF listing [ 25 unregistered source of active ingredient used in end-use product. As per 1-19-2011 communication with
EPA this submission does not need to be submitted under PRIA category R340. Cite all method of data citation is being used to support

this application

Section - Nl

1. Material This Product Wil Be Peckaged In:

Child-Resistant Peckeaging Unit Packaging Watar Soiubie Peckaging 2. Typa of Container
B Yoa© B Yos B Yos Matal
Plastic
No Ne i No Glage
o if *You* No. por if "Yos~ No, per Popor
* Certification must Unit Packagi i .
ging wgt. conteiner Package wot containar Gthor {Specif
bo submitted : Pecitvt
3. Location of Nat Centents Information 4. Size{s{ Retnil Conrainer 5, Locstion of Label Directiens
i On Labal
D L.abel D Conrainar { On Labsling sccempanying product
6. Mannior in Which Labei is Affixed to Produot Lithograph ] other
‘apor_glio
mSunci od
Section - IV
1. Contact Point {Completa items directly balow for identification of individus! to ba contacted, ry. to pr this application.)
Nema Title . Telophone No. {inciude Aree Codel
Patricia A. Sheehy, M.S. Manager, Reg. Affairs
Certification . icev ¢ | 8. e npplication
[ certify that the statements § heve mada on this forrn and ali attschmants therste ars trus, sccurate arkl cor lpiote Roceived
i acknowlodges thet any knowingly felse or mizleading statament mey be punishable by fine or imprisonmant or o ¢ ASszrmped)
beth undsr applicebls faw, R .
/5( ratlre // 3. Title =
Manager, Regulatory Affairs
L /
, 4. Typocl Nams 5. Dofe
Patricia A. Sheehy, M.S. Mardg, 2011
EPA Form 8570-1 (Rev. 8-94{ Previous sditions are obsolets, Whits - EPA File Copy {originali Yaliow - Appilcant Copy

14



Form Approved OMB Nos. 2070-0060; 2070-0057; 2070-0107; 2070-0122,; 2070-0164

@% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
{‘-..‘w! 1200 Pennsylvania Avenue, N.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this cotlecéon of infornation is estimated to average .25 hours per response for registration
and 025 hours per responsc for reregistration and special review activities, including time for reading the instruetions and completing the necessary fonns. Send
comments regarding burden estimate or any other aspect of this cotlection of information, inctuding suggestions for reducing the burden to: Director, Collection
Strategies Division {28227), U.S. Environmental Protection Agency, 1200 Pennsylvania Avenue, NW., Washington, DC 20460. Do not send the completed form
to this address.

Certification with Respect te Citation of Data

Applicants/Registrant's Name, Address, and Telephone Number EPA Registration NumberfFile Symbol
Intervet inc, 556 Momis Avenue, $5-2 f42A, Summit NJ 07901 508-473-3551 54382-3

Active Ingredient(s) and/or representative test compoundis) Date

INDOXACARB f PERMETHRIN March 28, 2011

General Use Patiem(s) list all those claimed for this product using 40 CFR Part t58) Product Name

INDOOR. TAKTIC Emulsifiable Cong

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need {o
subimit this form. You must submit the Formulator's Exenption Statement (EPA Form 8570-27).

t am responding o a Data-Call-tn Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should
D be used for this purpose).

SECTION t: METHOD OF DATA SUPPORT (Check one method only)

I am using the cite-alt method of suppert, and have included with this form | am using the selective method of support (or cite-all option
a list of companies sent offers of compensation (the Data Matrix form D under the selective method), and have included with this form a
should be used for this purpose). completed list of data requirements (the Data Matrix form must be
used).

SECTION ti: GENERAL OFFER TO PAY

[Required if using the cite-all method or when using the cite-all option under the selective method o satisfy one or more data requirements]

| hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA,

SECTION ttI: CERTIFICATION

| cestify that this application for registration, this form for reregistration, or this Data-Call-in response is supporied by all data subniitted or cited in the
application for registration, the form for reregistration, or the Data-Call-in response. In addition, if the cite-all option or cite-all option under the selective method is
indicated in Section |, this application is supperted by 2ll data in the Agency's files that (1) concem the properties or effects of this product or an identical or
substantially similar product, or one or more of the ingredients in this product; and {2) is a type of data that would be required fo be submitted under the data
requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identicat or similar composition and
uses,

| certify that for each exdusive use study dted in support of this registration or reregistration, that | am the ordginal data submitter or that | have obtained
the written permission of the original data submitter to cite that study.

| certify that for each study cited in support of this registration or reregistration that is not an exdusive use study, effher: (2) t am the original data
submitter; (b} { have obtained the permission of the original data submitter to use the study in suppont of this application; (c) all pericds of eligibility for
compensation have expired for the study; (d) the study is in the public literature; or (e) { have notified in writing the company that submitfed the study ard have
offered (1) to pay compensation {o the extent required by sections 3(C)(1)(F) and/or 3(c)(2)(B) of FIFRA; and (i) o commence negotiations to determine the
amount and terms of compensation, if any, to be paid for the use of the sfudy.

I centify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidenne of theird 2lvery in
accordance with sections 3(c){ t)(F) andfor 3{c)(2)(B} of FIFRA are available and will be submitted to the Agency upon request. Shoud | fail to pro:'uae such
evidence 1o the Agency upon reguest, | understand that the Agency may initiate action to deny, cancel or suspend the registration of ey product in oonformuty with
FIFRA. e e

t cerlify that the statements ! have made on this form and att attachments to it are frue, accurale, and comp!etp l acknov..t.dge «hat any
knowingly fatse or misteading statement may be puntshable by fine or Imprisonment or both under applicable taw. .

]
Slg?tué

Date Typed or Printed Name and Title © . .
/ W //” / March 28, 2011 | Patricia A. Sheely, Manager Regulatory Affairs

EPAF /{rm 8570-34 (12-2003) Elecironic andggpér versions ;ﬂlable Subrmit only Paper version. ST
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Autumn Metzger ¢ Kimberly Nesci, Rosanna Louie-Juzwiak 05/26/20tt 02:t6 PM

Is Intervet's time fine acceptable? should we clarify that they cannot make any product? | have no clue
about the specifics of the objective of the 5-batch. Should | just refer her to the guidelines to not get us into
any troubie confirming anything that may not be 100% accurate?

Autumn Metzger

Biontogist

* U.S. Environmental Protection Agency
Insecticide-Rodenticide Branch
Registration Division (7505F)

1200 Pennsylvania Ave. NW
Washington, DC 20460

Tel: 703 305-5314

Fax: 703 308-5433

Emait: metzger.autumn@epa.gov

----- Forwarded by Autumn Metzger/DC/USEPA/US on 05/26/2011 02:14 PM «wemn

From: "Sheehy, Patricia” <patricia.sheechy@sp.intervet.com>
To: Auturnn Metzger/DC/USEPA/US@EPA

Date: 05/26/20t1 0 t:57 PM

Subject: RE: 54382-3, Amitraz sUpply source for TAKTIC
Autumn:

My apologies - the Head of our Chain Supply EU team is on vacation and T had
to urgently pull in others to discuss the amitraz 5-batch analysis study
requirement.

As of now we have determined that we have the reference standards and batches
available for testing., This would not be done in-house but rather (due to
urgent timing) at PSL, an outside contract laboratory. Currently we have a
5-batch analysis study for another product scheduled to start at PSL within
the next 3-4 weeks. Our Chain Supply team is going to talk to them about
subgtituting the amitraz study and moving the schedule up (if possible|.

Based on our team discussion this afternoon we are working toward starting the
gtudy in June. Since this is a 3-month study the final report would be
submitted to you in September with the Certificates of Analysis referred to in
my previous e-mail May 19, 2011,

Just to confirm, the objective of the 5-batch analysis is to determine the
percentage of amitraz active ingredient in the test substance (TAKTIC]. The
strength or percent by weight of the active ingredient of the test substance
will be determined by comparing chromatographic responses with those of
reference materials of known purities. The identity of the active ingredient
in the test substance will be confirmed by comparing the retention time of the
reference material with that of the corresponding chromatographic responses in
sclution of the test substance.

Once we have confirmed timing of the study I can provide progress reports to
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you on a bi-weekly or monthly basis until the study is completed.

Please advise 1f this is acceptable to meet EPA's request and still maintain
product for customers.

Wwith kind regards/Mit freundlichen GriRen/Cordialement
Trish

Patricia (Trish} &. Sheehy, M.S.

Regulatory Affairs

T: (808) 473-3551
F: (908) 473-5560
e-mail: patricia.sheehy@sp.intervet. com

----- Original Message-----

From: Sheehy, Patricia

Sent: Tuesday, May 24, 2011 03:36 PM

To: 'Metzger. Auvtumn@epamail.epa.gov’

Subject: RE: 54382-3, Amitraz supply source for TAKTIC

Autumn:

I'll contact our European office and Baton Rouge facility to determine when
this can be completed and get back to vyou tomorrow.

Thanks for the response.
With kind regards/Mit freundlichen Grufen/Cordialement Trish Patricia (Trish}

A. Sheehy, M.S.
Regulatory Affairs

T: ($08}) 473-3551
F: {908} 473-55&0
e-mail: patricia.sheehy@sp.intervet.com

LT Original Message-----

From: tzger.Autumn@epamail.epa.gov (mailto:Metzger. Autumn@epamail.epa.gov)
Sent &M T ]
To: Sheehy, Patricia
Subject: RE: 54382-3, Amitraz supply source for TAKTIC

Hey Trish,

v : : ‘our standards’iYou are
welcome to send thls in addition, however gend them all together so the
product chemistry department will have everything at the same time. I don't
know off the type of my head the PRIA category, you'll have to see the
options. formula change with RD review....

What is the earliest you can begin this testing? This should be a rather quick
test to perform.

Autumn Metzger

Biologist

U.S. Environmental Protection Agency
Ingecticide-Rodenticide Branch
Registration Division (7505P)

1200 Pennsylvania Ave. NW
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*Product ingredient source information may be entitled to confidential treatment*

Washington, DC 20460

Tel: 703 305-5314
Fax: 703 308-5433
Email: metzger.autumn@epa.gov

From: "Sheehy, Patricia"™ «<patricia.sheehy@sp.intervet.com>

To: Autumn Metzger/DC/USEPA/US@EPA

Cc: Rozanna Louie-Juzwiak/DC/USEDPA/US@EPA, Kimberly
Nesci/DC/USERA/US@EPA

Date: 05/24/2011 09:03 AM

Subject: RE: 54382-3, Bmitraz supply source for TARKTIC

Autumn:

Just a follow-up on the amitraz question below regarding the Certificates of
Analysis. I was wondering how to handle the subwmission (i1f acceptable) and
what PRIA category this would fall under.

With kind regards/Mit freundlichen Griufen/Cordialement Trish Patricia (Trish)
A. Sheehy, M.S5.
Regulatory Affairs

T: {208) 473-3551
F: {208) 473-5560
e-mail: patricia.sheehy@sp.intervet.conm

----- Criginal Message-----

From: Sheehy, Patricia

Sent: Thursday, May 19, 2011 01:04 PM

To: 'Metzger.Autumn@epamail . epa.gov'

Cc: Louie-Juzwiak.Rosanna@epamall. epa.gov;
Negci.Kimberly®epamail.epa.gov

Subject: RE: 54382-3, Amitraz supply source for TAKTIC
Importance: High

Auvtumn

I double checked with our European offices. We do not have a current 5 batch
analysis study but I do have Certificates of Rnalysis (CofhAs) from March 31,
2005 {3)batches purchased from Bayer CropScience,CofAs from 6 bhatches
purchased from Baver in October 2005 and CofAs from 7 batches that were
shipped from i to our Baton Rouge LA facility in 2007 {(1)and 2010 {§).

Would this be acceptable for submission now? If so ¥ how would I identify the
submission - and what would the correct PRIA code be. R340 is an amendment to
the end-use product and I am not sure if this would be correct for this type
of submission.

With kind regards/Mit freundlichen Grifien/Cordialement Trish Patricia
{Trish} A. Sheehy, M.S5.

Regulatory Affairs

T: {908) 473-3551

F: {908) a473-5540
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e-mail: patricia.sheehy®@sp.intervet.com

————— Original Message-----

From: Metzger.Autumn@epamail.epa.gov |
mailteo:Metzger.  Autumn@epamail . epa.gov]

Sent: Thursday, May 12, 2011 03:24 PM

To: Sheehy, Patricia

Ce: Loule-Juzwiak.Rosanna@epamall .epa.gov;
Negci.XKimberly@epamail.epa.gov

Subject: 54382-3, Amitraz supply socurce for TAKTIC

Hello Trish,

As a follow-up to our phone conversation, the application you submitted, per
the Ageny’'s request to update the source cof amitraz for 54382-3 is not
complete. I understand that the Agency recommended a "cite-all®

option to support your data requirements, however it appears that we do not
have enocugh information on record for this cption. A 5-batch analysis will
need to be submitted to the Rgency to ensure that the product you are buying
is the same as the one before.

Since this issue is time-sensitive as your product is currently out of FIFRA
compliance, please have this S5-batch analysis either conducted immediately or
send in the study if you already have it. From our phone conversation today,
you believed you had the study in-house and could have it sent in to the
Rgency by next week. Please remember this submisgion will now be considered a
PRIA action and to be reviewed.

Please contact me directly for questions or to discuss CBI issues should not
be put in an email.

Thank vou for your continued aid in resolving this issue,

Autumn Metzger

Bioleogist

U.5. Environmental Protection Agency
Insecticide-Rodenticide Branch
Registration Division (7505P)

1200 Penngylvania Ave. NW
Washington, DC 20460

Tal: 703 305-5314
Fax: 703 308-5433
Email: metzger.autumn@epa.gov

Notice: This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. {(One Merck Drive, Whitehouse Station, New
Jersey, USA 08889), and/or its affiliates Direct contact information for
affiliates is available at

http://www . merck.com/contact/contacts . html) that may be confidential,
proprietary copyrighted and/or legally privileged. It is intended solely for
the use of the individual or entity named on this message. If you are not the
intended recipient, and have received this message in error, please notify us
immediately by reply e-mail and then delete it from your system.

Notice: Thisg e-mail message, together with any attachments, contains
information of Merck & Co., Inc. {(One Merck Drive, Whitehouse Station,
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New Jersey, USA 08889), and/or its affiliates Direct contact information
for affiliates is available at
http://www.merck.com/contact/contacts.html} that may be confidential,
proprietary copyrighted and/or legally privileged. It is intended solely
for the use of the individual or entity named on this message. If you are
not the intended recipient, and have received this message in error,
please notify us immediately by reply e-mail and then delete it from
your system.
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RE: Amitraz 13

Autumn Metzger to: Sheehy, Patricia 03106201 £ 08:34 AM
From: Autumn Metzger/DC/USEPA/US
To: "Sheehy, Patricia" <patricia.sheehy@sp.intervet.com>

Hello Trish,

| have taken over Amitraz since Julie's departure although she still helped out with some issues while here
in December (including the one below regarding your CSFs for the source of amitraz). The Agency has
not seen any updated CSFs and this is currently a major FIFRA violation. We need to know where you are
with this and when we can expect to see this fixed.

Please call me or email me 1o discuss.

Autumn Metzger

Biologist

U.S. Environmental Protection Agency
Insecticide-Rodenticide Branch
Registration Qivision (7505P)

1200 Pennsylvania Ave. NW
Washington, DC 20460

Tel: 703 305-5314
Fax: 703 308-5433
Email: metzger.autumn@epa.gov

“Sheehy, Patricia” Julie: Thank you for the quick follow-up. In an ef... 01/19/2011 04:15:12 PM
From: "Sheehy, Patricia" <patricia.sheehy@sp.intervet.com>
To: Julie Chao/DCAISERPA/US@EPA
Cc: Autumn Metzger/DCAUSERPA/US@EPA, John Hebert/DC/USEPA/US@ERA
Date: 01/18/2011 C4:15 PM
Subject: RE: Amitraz
Julie:

Thank yvou for the guick fellew-up. In an effort te have this done guickly I
will pass this on teo our consultant TSG who has been helping me out with the
amitraz and permethrin reregistrations and will use the cite-all option as

suggested.

With kind regards/Mit freundlichen GriRen/Cerdialement

Trish
Patricia {Trish) A. Sheehy, M.S.
Regulatory Affairs

T: {908) 473~3551
F: {908) 473-5560
e-mail: patricia.sheehy@sp. intervet.com

mmmmm Original Message- -~~~
From: Chao.Julie@epamail.epa.gov [mailte:Chac.Julie®epamail.epa.govl]

Sent: Wednesday, January 19, 2011 03:24 PM

21



*Product ingredient source information may be entitled to confidential treatment*

To: Sheehy, Patricia
Cc: Metzger.Autumn@epamaill.epa.gov; Hebert.John@epamail.epa.gov
Subject: Amitraz

Hi Trish,

John and I spoke about the amitraz situation. You can revise your CSF to list

as an unregistered source, but yvou will nsed to provide or cite the
regquired data. This does need to be submitted under PRIA category R-340. If
you cite the data, you have the selective citation and cite-all options. The
cite-all option greatly simplifies the review process, and would help to
expedite processing.

Thanks,
Julie

Bk I SR TR SRR o R S R
Julie Chao

703.308.8735 ({phone}
703.305.6%820 ({fax)

http: //www.epa.gov/pesticides

Notice: This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. {One Merck Drive, Whitehouse Station,
New Jersey, USA 08889), and/or its affiliates Direct contact information
for affiliates is available at

http: //www.merck.com/contact/contacts.html) that may be confidential,
proprietary copyrighted and/or legally privileged. It is intended solely
for the use of the individual or entity named on this message. If you are
not the intended recipient, and have received this message in error,
please notify us immediately by reply e-mail and then delete it from
your system.
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*Product ingredient source information may be entitled to confidential treatment*

Fw: Amitraz: Intervet Using Unregistered Amitraz Source™**

Jutie Chao 1o: Autumn Metzger 12/22/2011 06:50 AM
From: Julie Chao/DCIUSEPARS
To: Autumn Metzger/DC/USEPA/US@EPA
History: This message has been replied to.

Hi Autumn,

[t was James Parker who contacted Intervet in December 2010...they spoke over the phone, but attached
is Intervet's 12/20 response. |s this what you were looking for?

Julie

e
Julie Chao

703.308.8735 (phone)
703.305.6920 (fax)
http:/Awww.epa.govipesticides

-—-- Forwarded by Julie Chao/DC/USEPA/US on 12/22/2011 06:48 AM -

From: James Parket/DC/USEPA/MIS

To: Julie Chao/DC/USEPA/US@EPA

Cc: Venus Eagle/DC/USEPA/US@E@EPA, John Heber/DC/USEPA/US@EPA
Date: 12/21/2010 09:47 AM

Subject: Amitraz: Intervet Using Unregistered Amitraz Source™**

Hi all,

In reference to amitraz, | have been in contact with ||| G 1< 'nicrvet (end-user
who supplies .) trying to understand the current status of their labels. In any case the short
story is that Intervet cites on their CSF's however, Intervet is actually buying unregistered Amitraz
product from hich is a Company in [JJffwho manufactures amitraz). Intervet, has contacted
me and informed me that they have stopped production of their product (TACKTIC), however they are
currently looking for the Okay from the EPA to move forward. In any case ! wanted to notify you per they

need to submit a new CSF and not continue using |Jililrcvistration since they are not using ||
product.

Please find the email with the background information regarding this issue from Intervet below (with the
full exptanation attached below).

James P,
703-306-0469

From; “Sheehy, Patricia” <patricia.sheehy@sp.intervet.com>
To James Parker/DC/USEPA/US@EPA

Cc: "Neil Sheehy" <sheehy4@embargmail.com=>

Date: 12/20/2010 04:01 PM

Subject: Summary of AMITRAZ Al SUPPLY to INTERVET
Mir. Parker:
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*Product ingredient source information may be entitled to confidential treatment*

As per our discussion attached is information | have summarized which | hope will help you understand
our current amitraz ai supply and the previous agreements with [ lilf. I =< N

Since | will be out of the office until January 4th my cell phone number is 808-674-1331, if you have any
guestions related to this information. This product was acquired when INTERVET merged with
Schering-Plough in 2007. | hope | can help you with some of the history. | am sure, however, that | can
contact someone in the EU if necessary should you have any guestions | cannot address.

<<12-20-2010 AMITRAZ Ai STATUS. doc>>

Happy Holidays and the Best of New Years.

With kind regards/Mit freundlichen Grafien/Cordialement

Trish

Patricia (Trish) A. Sheehy, M.S.
Regulatory Affairs

T (808) 473-3551

F: (908) 473-5560

e-mail:  patricia.sheehy@sp.intervet.com

Notice: This e-mail message, together with any attachments,

contains

information of Merck & Co., Inc. {(One Merck Drive, Whitehouse
Station,

New Jersey, USA 08889), and/or its affiliates Direct contact
information

for affiliates is available at
http://www.merck.com/contact/contacts.html) that may be
confidential,
proprietary copyrighted and/or legally privileged. It is intended
solely
for the use of the individual or entity named on this message. If
you are
not the intended recipient, and have received this message in
exror,
please notify us immediately by reply e-mail and then delete it
from
your system.

o

12-20- 2010 AMITRAZ A7 STATUS dec
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Material fo be added to a Mini-dacket
(in the case where an e-Jacket exists)

Reg.No. _sy4282->

Send to SIG: check box

This material Is:

U
©

New stamped-accepted la

C‘FT?TED

Notification
inal Printad Label

-
=
OLhE‘f‘.

(I] (H)

My

nstructions: Attach this notice ontop of the
material. [t must be clipped all fogether ana
- ——thereshould be NOSTAPLESinthe material.
Then give the material with this coversheet to

staff in the [nformation Services Center (Room

230).
Reviewer’s Name: X%‘ZD@

Division: &

Phone: %06—cu S

Date: 3—\N—-o7

Curtent as of Wednesday, May 10, 2008
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

Mary Hagler

Intervet, Inc. MR 10
29160 Intervet Lane MAR 18 n07
Millsboro, DE 19966

Dear Ms. Hagler:

Subject: Revised Basic Confidential Statement of Formuia
Taktic Emulsifiable Concentrate Miticide/Insecticide
EPA Registration No. 54382-3

The Agency has reviewed your submission for a revised Confidential Statement of
Formula, and the following comment applies:

The Confidential Statement of Formula dated January 12, 2007 for the basic
formulation agrees with the label claim in compliance with PR Notice 91-2 and is
acceptable.

The Contfidential Statement of Formula has been added to your file as part of the record.

Sinczly yoirs,

Kable Bo Davis

Entomologist
Insecticide-Rodenticide Branch
Registration Division (7505P)

CC: Amaris Johson
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10 July 2006

Amaris Johnson

U. S EPA

Office of Pesticide Programs

Special Review and Reregistration Division
2777 South Crystat Drive

Arlington, VA 22202

RE: CSF for Taktic Emulsifiable Concentrate Miticide/lnsecticde
EPA Reg. No. 54382-3

Dear Ms. Johnson:

As requested, enclosed is an updated Confidential Statement of Formulation
(CSF} for Taktic Emulsifiable Concentrate Miticide/Insectide, EPA Reg. No.
54382-3.

tf t can be of any further assistance, please contact me by telephone at 302-934-
4340 or by e-mail at mary.hagler@intervet.com.

Best regards,

=1 Cuaf K @{682/\

Mary K. Hagler, MS, MS, RAC
Pharmacovigilance and Product Stewardship Manager Pharmaceuticals

Enciosure

<3 LU AETeslczes - TU foo biS e waishorg, DEOPSREGQRTE + Te 1304) 834-305) - €30 (207 GRa-A087
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*Manufacturing process information may be entitled to confidential treatment*

*Product ingredient source information may be entitled to confidential treatment*

John Hebert/DCAUSEPAIUS To marin.tiemann@intervet.com
> 01/10/2007 11:55 AM cc Amaris Johnson/DCASEPA/US@EPA

bee
Subject Fw: Taklic CSF

Mr. Tiemann - | was told that Mary Hagler no longer works for intervet 1.et me know if you have any
questions.

John Hebert

John Hebert/DC/AUSEPA/US
01/t0/2007 09:34 AM To mary.hagler@intervet.com
cc Amaris Johnson/DCHJSEPA/US@EPA

Subject Taktic CSF

Ms. Hagler - I'm reviewing your revised basic CSF for Taktic Emulsifiable Concentrate (EPA Reg. No.
54382-3}. There is a problem with the nominal concentration of amitraz. The label claim {(nominal) is
12.5% amitraz. But according to the CSF the nominal is 12.9% amitraz. Based on my calculations (and
based on 100 Ibs of final product), you need to add of the source material. Since
you will be slightly decreasing the amount of source added b you'll need to make that up in one {or
more} of the inerts. Everything else on the CSF looks CK. Once you make the correction you can submit

it to me electronically as a pdf file. If you are uncomfortable with that (because | can't guarantee that email
is totally secure}, you can mail to my attention. Please let me know if you have any questions.

Regards,

John Hebert
703-308-6249
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Pages 29-30-*Confidential Statement of Formula may be entitled to confidential treatment*





